				Douglas M Hanson Ph.D.

OBJECTIVE         Senior Technical Writing Consultant

QUALIFICATION SUMMARY

· Extensive experience in writing SOPs, rewriting/updating legacy SOPs and documents to meet current company operations and regulatory guideline requirements. Experienced at consolidating documentation, developing consistent format, editing and ensuring that documents are technically correct and understandable by required audiences. Experienced in GAP analysis and completing functions to close GAPs as required. Experienced at writing new SOPs for additional manufacturing changes or processes, for IT and QA departments. 
· Developed documentation for CAPA requiring modification, updating of Design History Files (DHF) including; assisting in GP analysis, Design/Development Plans, Design Control Records, and Design Review Records. Review and updating of IQ, OQ, PQ and SQ documents for a variety of process equipment and environmental systems. Revised IQ, OQ and PQs for moving process equipment to a newly renovated device manufacturing and assembly area.
· Experienced with submission of SOPs to SMEs for review/comment and consolidation of comment into final document for approval by QMS or other parties, as required. Experienced in writing various documents for medical device, pharma and biotechnology industries.
· Extensive experience with cGLP documentation and requirements. Experienced in cGMP, and QMS documentation and requirements.
· Experienced with cell culture, PCR and GLP standards. Experienced with/understand manufacturing process and equipment in the biotech, pharma and medical device industries. Capable of walking the production floor and obtaining information from eventual SOP/document users. Written/developed workflow plans and process documentation (VISIO, MS Project). 
· Experienced at problem solving, data analysis and data presentation.

SKILLS

Excellent written, oral and presentation communications skills.
English as native language.
Competent in all Microsoft Office application, Outlook, VISIO, SharePoint and some graphics programs, docStar, OTCDocs, Documentum and Building Management System software.
Experience with regulatory requirements including cGMP, cGLP etc.
Ability to work effectively as a team member or independently, if required.
A self-starter requiring little direction to get the job done.
Experience with laboratory testing operations and with drug and medical device manufacturing operations.
Experience holding meetings, developing timelines and ensuring projects are on schedule.


RECENT EMPLOYEMENT HISTORY

2009 – Present   Senior Technical Writing Consultant, Osiris Writer Grroup
Recent Contract Projects

Vention Medical, Salem NH - August 2014 – December 2014(4 month contract) Developed documentation for CAPA requiring modification, updating of Design History Files (DHF) including; Design/Development Plans, Design Control Records, and Design Review Records. Review and updating of IQ, OQ, PQ and SQ documents for a variety of process equipment and environmental systems. Revised IQ, OQ and PQs for moving process equipment to a newly renovated device manufacturing and assembly area. Developed validation documentation for modified process equipment and moving equipment into a new cleanroom area.  Developed a comprehensive User’s Manual for a newly installed Building Management System for new cleanroom facility as well as for existing manufacturing and assembly areas. Reviewed and commented on new documentation templates for qualification protocols and other process documentation.

Biotechnology Company, Chicago Area February – August 2014 – Confidential – GAP analysis of documentation for 510K submission, Developed 510K submission documents for FDA submission for a Class II medical device, clinical assay system involved new and novel detection system (all information Confidential). Developed an IDE for a clinical trial submission to FDA. 

Novartis Pharmaceuticals – August 2013 – December 2013 ( 6 month contract through CLD) Writing/editing a series of SOPs for an new labeling requirements  for prescription drugs, treatment and follow-up procedure.

Fresenius Medical Care – March 2013- July 2013 (5-month contract) Worked on writing additional information (AI) request to a 510k application. Worked with manufacturing/engineers to define parameters for testing of components. Wrote Notes to File (NTF) for updated documentation. Evaluated the effect of potential changes in materials from an offshore component manufacturer.

Fang Consulting – Subcontractor to Fang Consulting 

	January 2013 – March 2013 Wrote Technical File document for EC submission for a 	nebulizer device.

	February 2013 – April 2013 Wrote/edited surgical needle 510K application.
	
	December 2012 – March 2013 Wrote part of 510K application for a Class II Argon 	Probe Coagulation Catheter.

	March 2011 – June 2011 Wrote 510K application for an electrosurgical RF generator.

	February 2010 – July 2010 Wrote two 510K application for hemostatic agents used for 	wound healing and for stopping bleeding after nose/throat surgery.

Other assignments include; consolidating documentation, developing consistent format, editing and ensuring that documents are technically correct and understandable by required audiences, developing training materials for new SOPs and guidelines (including; training manuals, PowerPoint training presentations, and content for self-assessment testing), revising/updating legacy SOPs, submission of SOPs to SMEs for review/comment and consolidation of comment into final document for approval by QMS and Corporate. Writing response to FDA Form 483s issued for cGMP inspection problems observed. Writing corrective and preventative action (CAPA) plans, NTFs. Writing QA SOPs for instrument/equipment IQ, OQ and PQ procedures and validation. Writing IFU and risk analysis documentation for product packaging and labeling. Writing user manuals and work instructions. 

2000 – 2009 EMC Corporation, Hopkinton, MA.  Senior Project Manager

Senior project manager in the EMC SYMMETRIX data storage division. Wrote internal and external user manuals for software, project timelines and specifications, SOPs, test protocols. 
Writing included hardware and software documentation. Edited reports produced by technical staff to correct grammar, and ensure they met standard formats. Oversaw the development and documentation of an internal equipment utilization and allocation system for the division. Task required managing input from 15 technical groups and delivering consensus documents for the final system. Developed management and progress reports for senior management and provided support to other divisions when needed. Worked with writers in India, Russia, China and Ireland facilities to document processes, edit and ensure conformity in style and language between these groups.	

1997-1999 Dynagen Corporation, Cambridge, MA. Vice president

Wrote technical manuals, SOPs, NDA application, edited technical reports for a biotechnology company, and answered FDA question and comments documents.  Provided similar services for two subsidiary companies Able Laboratories and Superior Pharmaceuticals.

1993- 1997 Versar Laboratories, Springfield, VA. President and CEO

Oversaw an analytical chemistry Laboratory with a staff of 133 employees, with 15 direct reports.  Managed day-to-day operations, quality assurance program and involved in writing and editing SOPs, major client reports and internal management report for parent company. Interacted with clients and government agencies on both national and international basis. In 1977, Versar Laboratories was sold to Kemron Environmental Inc.

EDUCATION

B.A. Chemistry, Nasson College, Springvale, ME.
Ph.D. Biochemistry, Michigan State University, East Lansing, MI.
Postdoctoral Fellow, Boston University School of medicine, Boston, MA.
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